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DEPARTMENT CF HEALTH AND
HUMAN SERVICES

Food 8nd Drug Admlnlatrallon

2l CFR Partr 804 and 807

lDocka No.91lHl295l

Sadler! Ilcvlccr; Llcdlcel llevlce
Dlllrlbulor Fcponhg; Opponunny fot
Commcnlr

AGEt{cY: Food and Drug Administration,
HHS.
Ac'noil; Finel rule; opportunity for
comm8nt8.

SITIIARY: The Food and llrug
Administration (FDA) io announcing an
gPpgrqnity ror qylltq coJn-9."1',p' g:
Iiliiil rulg oll mglucal (levic€ glElflourur

reportirg, whtch ls published elsewhere
in this lssue of the Fcderd Regirtcr, The
medical dovlce digtributor reporting
tentative final rule became final on Mav
28, 1992, by operation of the Safe
Medlcal Devicsr Act of 1990 (the
SMDA), ar amended by the Medical
Devlce Amendments of 1992 (the 1992
amendmente), Although not required to
do so, FDA rsalizer that there may be
issues nol previourly congldored, such
as technlcal irguos on specific
provisione, and therefors is providing
this additional time for comment. If
changes are wartanted by commente,
FDA will make further changes in the
nrl6s.
OATES: Wdtton commonts by October 1-
1993.
ADDRES8ES: Submit wntten commonts
to the Docketr Management Brench
(HFA-3O5), Food and llrug
Adminlstratioa, tm. 1.-23, 7242O
Parklawn Ih., Rocl,vtlle, MD 20S57.
FOR FUFTIIER NFOAilA'NOil OOI{TASY:
losepb ll. Shaehan, Cor.ier for Davices
and Radtological Healti (!!FZ-8a), Food
end l)rug Admintatraticn, 2008 Gaither
Rd., Rockvillo, MD 20850, 59,F1765.
3UP?LEICIfiANY ilFOiTANOI : TTE
SMDA of 1990 (Pub. L. 101429), wbich
became law on November 28, 1990,
included provlsions requiring FDA
rulomaklng to lmplement distributor
rcporting roquirements, The 1992
amendments (Pub, L. 102-300), which
amended certaln distributor reportlng
requirements in the SMDA, became
effective on fune 16, 1S92, Pursuant to
the provisions of the StvlDA, the
regulatory provision rolating to
distributor reporting in lhe November
26, 1991, tenlative final rule became
ftnal by operation of ths statute on May
28, 1992. These regulatory provisions
were subsequantly amended on fune 16,
1993, by operation of cortaln provisions

in the 1992 amendments, lte final rule
on diatnbutor reporting published
elsewhere ln this issue of the Federal
Regirter explains the distributor
reporting and statutory deadline
provisions in more detail.

FDA has already provided
opportunitles for public comment on
the proposal that preceded the rule
publiohed today as required by the
Administrative Procedure Act. FDA ls
iesuing a f,nal rule bassd on
consideratlon of these comments to ths
November 26, 1891, proposed toDtative
finsl rulo in the near futuro. Until that
tinte, the rule that is published
slsewhero in this issue of the Fsderal
Rqlrter will govern the reportlng
rao-uirements for dlstributors. Although
FDA ts allowing additional commsnts
on this rule, this actlon ie in no way
required by the Administrative
Frot-dure Act. FDA is not interosted ln
receivlng comments that it has already
rscsived and coneiderod. Although tbe
a86ncy does not h€lieve that any public
purp6€ would be rerved by raopening
for fuither commsnt at lhir time the
lesuer alrerdy add$sssd in the final
nrle betng publlshed, EDA recognizee
thst ln atrv rulemaking theru may be
technlcal lssues involvlng speciflc
provioiono that have not been
coneldered. Itorefors, the agency h
pmviding 30 daye for comment on this
final rule on suc.h l$ues. Comments
should be tdenttfied with the docket
number found ln braci<ets in the
heading of thls document. FDA will
publlsh additional changea in the final
rule lf commente brlng to FDA'g
attondotr an issue, not already
conaidered, lhat wanants revislon.

Under 2l CFR 10.40(e), an
opportunity for commont ou thts flnal
ruie la being provided. tnter€sted
p€rsona may, ou or boiore Octobor 1,
1993, submit to the Dockets
Management Branch (addresg above)
written comments regarding this flnal
rulo. T!r'o copiea of any comm€nt8 ar€
to be aubmitted, except that lndlviduals
may eubmit ono copy, Comments Era to
be identtffed with the docket number
found in brackets in the heading of thie
document. Recslved commenta mey be
seen in the offfce above between g e.m.
and { p.m., Mo'day Lhrough Frlday.

This document is issued under the
authority of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 352, 360, 360i,
360i, 371, and 374) and under authority
delegatod to the Commissioner of Food
and l)rugs.

Datod: August 25,1993
Michaol R. Taylor,
De p uty Commissioner lor Pol icy.
IFR Doc,93-21185 Filed 8-31-93;8:45 aml
lturNo oo0€ areHr+

lDockrl tlo. 91 ]*{2!}51

2l CFR Parlr EO4 and 807

Medlcal llcvlc-er; Medlcal Devtce
Dlatrlbutor Reponhg

ACEilcY: Food and Drug Administration,
H}IS.
Agnoil: Final rule; notification ofstatus
under the Safe Medical Devicss Actl
confirmation of effsctive date.

. r - L ^  F - - l  - - J  n - - -
aurmnr .  lub  ruuu dru  urux ,

Administration (FDA) is annou ncing
that the tentative final rule on medicul
device distributor roporting that
appeared In the Federd Regirter of
November 26, 1991 (56 FR 60024), is
now a final rule by operation of law.
lbls final rule requirea distributors to
submit reports to FDA and to
manufacturers, of deaths, serioug
illnessss, and serious lnluries rslated to
medical devicec and to eubmit rsports to
manufacturers of c€rtain malfi.urctionc
that may causo a death, serlous illness,
or sorious iniury, if the malfunction
were to recur. The final rule also
c,hanges the reporting standard for
certain distributora tbat ar€ impoftsrs,
and c\angee the definitlon of tho term
"8oriou8 lnjury" to conform to a rsc€nt
statutory amendment. In issuing this
final nrle, FDA ts announcing that the
tentatlva final nrle relating to adverss
event reporting roquiremonta for
distributors, including importers, has
lhe status of a final rule, ao of May 28,
1992, by operation of law under the Safe
MeCical Dovices Act of 1990 (ths
SMDA), ag amended by the Medical
Ilevice Amondments of 19s2 (the 1gg2
amondments), and is setting forth the
rogulations refl ecting those
roquiroments. FDA is also amending the
regulations, bassd on consideration of
comments on the Novsrirber 26, 1991,
tentative final rule, to roquiro
distributors to registor thelr facilities
and to list their devices with FDA.
DATES: Part 804 is effectivo May 28,
1992; the amendmonts to part 807 are
effertive October l, 1993.
FOR FUBTIIER INFORHANOil COilTACT:
Chester T, Reynolds, Center for Dovices
and Radiological Health (HFZ-306),
Food and lhug Administration, 1390
Piccard Dr., Rockville, MD 20850, 301-
594-1156,
SU PPLEiIENTARY INFORMANOiI:



I. Beclgmund lndisusslagthcngl""jli^9" .

4" TT"Tuesuratory framowork for $:3ldtffirT',f,riiiltJtdlfi "flt"
me$cal devic-e-reportilq requirements ptncipat legielative doc'm'emt on the
is the rosult of four statutes: fim"ndments, stetes:
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GAO study, forcixamPle, noted that
although FDA bas rucsived mors tban a
soven-fold increaee In reports associated
with devics-related pr'oblems since the
promulgation of the MDfi regrtlation,
3orious under reprrting of devic+'
related, reportable evants exists. GAO
alco not€d that mimy Enns ano unaware
of their obligation to report rievic+'
rclated deatf,s. iniuries, and
malfunctione to FOa. and that devics'
related deaths in hospitals are rarely
reported to either FDA or the
minufacturen A GAO followup study in
1989 concluded that riesPite
imDlementation of &e f,,DR regulaticns,
sofi ous shortcominF exist.

Congress concluded from its oran
hearinec and invsstigations and fimm lts
review-of theGAO, OTA, and OIG
investications and rsDorts that th€ 1976
amendinents worc noi always sdequato
to protect the public health. (H. Rept.
8oe, 101st Corig,, 2d 6sss. 13-14 (1s90)'
S, Rept. i13, l01st ConE', 2d soss, t3-
16 (1990).) C)tr Nowmbsr 28, 19{X}' to
correc't these Pmblems, the SMDA was
simed into larnr to ametrd ths medical
di'vice provisions of the 8d'

Ths SMDA ad<itrd section 519(bXt) to
the act (21u.s.c. 360i(b)(1)) to requir8
that certain dovics user facilities report
deaths rslated to medical dsvic$ to
FDA and to the manufacturer, if known.
FDA may also, by reguladon, include
outpatieirt diagnosdc facilities tn this
reouirement.

Although since 1976, under section
519 of thdaci, FDA has had the
authoritv to requirs di'stributors to
reoort alverse itfects and deficisncies
of devices, the agencry until this point
had not implemented this aulh.d,t.
However, tie legislative history of the
SMDA reflects Congress'belief that FDA
must require distributors to make sudr
reports b"cause distributors mey be tho
firit to recognize possible device
problcms. (Ses H. RePt. 808' 101st
bone., 2d sess. 22-23 (19s0)')
Acc6rdingly, the SMDA added section
519(aX6) to the act to requi$
distributors lo report to FDA adverse
effects and deficiencies of devicos, and
to submit copies of lhesersPo*G to
manufacturers. Id.

The SMDA also added section 519(d)
to the act requiring rePorting
manufacturers and distributors to c€rtify
to FDA the oumber of reporls gubmittod
in s veai or '.ha ftci '&ai ao such iapoits
have-been submitted to the agency. This
requirement was dirdly in naspoxc to
a GAO finding that certification would
inoease the efficiercy of the MDR (S€e
S. Rept. 513, 101st Cong',2d sess. 26
(1ss0).)' 

The SMDA direcied FDA t<t issue a
proposal to implement distributor

(1) Ths Federal Food, Drug, rnd
cosmetic Act of 1938 {21 u.s.G 321-
394) (the act);

(2) The Modical Devlcs Amendments
of 1976 tPuh L 9,F295) (tho 1976
amendments), which amended the ad to
establish the Rrst cornprobomiy€
hamework for the regulnlion of medical
dsvicBt;

(3) The SMDA (Pub. L. rol-{29),
rvhich amended the act to correct notod
problems with the iinplementation and
enforcement of the 1976 amendments:
and

{a) The Medieal Device Amendmests
of1992 (Pub. L. 102-300) (the 1992
amendmonts), which amended csrtaln
provisions of the act relating to devices.

Section 519 of the act (21 U-S.C. 360i1,
as added by the 19?6 amendmonts,
outhorizedFDA to issue rugulations to
requiro menttfactruerg, importers, and
distributors to maintain gucJr tscords'
make such reports, and provide such
information ti, FDA as may reasonably
be necessarv to onswo tlat dsvices sro
not adultarited or misbranded and are
othenvise safo and elfective for humen
use. The legislative blsrory of the rszo -
amendmente rofl ecls clesr coDgFa{lsionol
intsnt to permit FDA to require, under
the authority of section 519 of lbe act'
device manufutureru, importens, and
distributon to report to FDA product
defects and adverse eftas of ths firms'
devices. (Sos H. Rept. 853,glth C,o'g.'
2d sess, 23 (1976).) Among other thiags,
section 519 of the act ctates tbat any
roporting rcquirment ectnbhshed under
th-e authority olthat cection: (f) May not
be unduly burdensomo (considoring the
cost of compliance and the need for lhe
requiremeni); (2) Bhell state the purpoce
for anv rcaaired roort or inforrnation
and identi'fy to theiullest extent
practiceblasuch report or lnformalidn;
i3) mav not, excoPt in ceilatn
iircunistaness, require the discloours of
a patient's tdentity and (r) may not' -
exlcept in certain circumstancef' reqriire
the iranufacturer, disiributor, or
importer of a class I d€vice to maintain
rec'ords, or to submit information not In
its possession, unless such report or
information is necrssffi to determine
*h"th"t " devic€ is misbranded or
adulterated. the House Report cautions,
however, list these limitations "rhould

not be construed ' ' r as limitlng the
Secretsrv's authoritv to obtain
informaion needed to insure that the
public is protected from potentially
irazardoui devices." Id. at 24.

The notification trolision ls rimilar to,
atrd to rono oxtsnt-Pattsmed'aRor,
comnarable authc{iv coarain€d in the
Natiiral Tnffic and-Molsv. eblclr Sfiety
Act of 1986, th8 Rrdhdm GmEd frr Health
and So&ty Aa of 196!, aad ttc Colstma
Pmduc't Sretrr Act of 19t2. TbGla ltatute.
also includg ;quhonentr thet rrenufacturers
provide noti8citlon of defrdr h their
|roductc to appropriato Federal agencies.
iho Conmlttea determlned thal a
comparablc provision ln nsrr soctlon 518(a)
withr€tiloct-to dwica would be
unnocesiary oine tbe Secretary could
rsoulre tho mporting of such lnhrmetion
un'elor tho recirdkoe-ping ald Fporting, -
auihcrity plovidcd in nes :ccAle tlg ct r.he
Act.
(H. Rept. 853. suPra, at 21.)' 

In iG discrisidn of ssstiotr 519 ofthe
act, the Housc Roport lirtr eramples of
rsacondbl€ repotting roquiloentr,
includinc leDortr of &frcte, adwrse
reacdoi rnd petienr lnlurioa, ltat
Gonsess intelrd€d FDA to rxo itr
auth-oritv rurdsr sctian 51-o of the ecl to
protect the publte hom PdenticllY
hazardous ilwicss. as wsll as dsvices
with confirmed hazardr' ls alsoclear
from the lecislative histo*y. Id. at 2't.

In the Fdterd lc6idcrbf SePtember
14, 198a (,19 FR 36iX8), FDA issued lhe
currsnt medical devicu rcporting [MDR)
regulatlons (21 CFR Part S03). The
reiulations mquJrs manufocturers and
iniporters of m:edicol dwices, including
diacnostic devicea, to report to FDA
whonever the manufactura or importer
becomes aware of information that
reasonably ruggeste that one of its
markaed devi-ces: (1) May have caused
or contributed to a death or serious
lniury, or (z) has malfunctioned and that
tb-e d-evice or any other device rnarketed
bv the manufacturer or lmporter would
bb hkelv to cause or contribut-' to a
death oi serious tniury if the
malfunction weFo to r€cur.

Since the €nactment of tho 1976
amendments, Congr€ss has focus€d
considorable attention oo EDA'g
implemontation and enforcoment of the
acf with respect to medical devices.
During this time, the General
Accou-nting Oifice (GAO)' OIfice of
lsnhnology Assessment (OTA), and
O-ffice of lnspector Genere! of t.}e

Department-of Health and Human
Seivices (OIGI conducted investigations
and issued reports on ProblePs
associat€d wilh sigpifi cant wealnesses
in FDA's information gathering ability
and its followup nechaDisms for
information that is r€ceived. S. Rept.
513, 10tst Cong., 2d sess. 15 (1990)' A
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reporting and recordk-eeping
requircments within g months of the
enactment, (See sec'tlon 3(cXlXA) of the
Sb!DA.) The SMDA providss that the
proposed rule relating to distributor
reporting would become finat ta
months after the enactment of the
SMDA, May 28, 1992, if a final rule was
not Dromulqated bv that date,

Oir Noveirber 25. 1991 (56 FR 60024),
under the authority of sectionc 502, 510,
519, 520, 701, aud 70{ of the act (21
u.s.c. 352, 360,360i, 360i, 371, and
374), FDA issued a Droposed rule
designated as a "teniati:ve final rule"
that would implement the reporting
requirements of the SMDA relating to
manufacturers, distributors, and user
facilities, This tentative final rule would
requlre d,gvice user facilities and
disbibutors, including importsrs, to
submit reports to FDA end/or r.he
manufacturers, of deaths, serious
illnesses, and serious inluries related to
medical devices, This tentative final
rule also proposed to amend existing
reporting requirements in 21 CFR pan
803 for manufacturers to conform them
with the proposed reporting
requirements for user facilities and
distributors, Further, it proposed to
require distribrrtors and manufacturers
to repon certain malfunctions that may
causi a death, serious iilness, or serious
iniury, Under the tentstive final rule
and pursuant to section 519(d) ofthe
act, distributors and manufacturers
would also be reouirsd to certifu
annually the number of reporta6le
events submitted during the previous
calendar v6sr or the fact that no such
r€ports wire received,

The tentative final rule also proposed
lo amend 21 CFR Dart 807 to require
distributors to register and Iist with
FflA, pursuont to section 510 of the act.
This exercise of authoritv is necessarv to
implement the now adverse event
reporting requirements for distributors.
II. Comments

In the Federal Register oflanuary 24,
1992 (57 FR 2861), FDA announced that
it was extending the comment period for
the tentative final rule until Februarv
26, 1992. FffA receivsd over 300
comments on the lentative final rule. At
present, FDA is still considering the
conrments on the tentative final rule
relating to manufacturer, disbibutor,
and user facilitv adverse event rsportins
and has not issued a final rule thit is
based on consideration of those
comments. Because FDA did not
promulgate a final rule for distributor
reporting by May 28, 1992, howovor, the
provisions in the tentativo final rule
relating to distributor adverse event
reporting automatically became the final

rule on that date puFsusnt to section 3(c) At a lator dato, FDA inlunds to amend
of the SMDA. 

- 
the final distributor reporting regulation

On fune 16, 1992, subsequont to the and to issue final rcgulations goveming
statutory provision making the tentative manufacturer snd user facility reporting
final rule with respect to distributors to reflect the changes to the r€porting
automotically final, additional statutory requiremonts for u"ssr facilitie6 and 

-

provisions further amonding distributor manufacturors made by tho 1gg2
reporting requirements became lew (the amendments. These ftriuro final
1992 amenrimenisi. Seciion 5(a) of ihe reguiations wiii aiso reflect
1992 amondments adopt-g a ein6le co-nsideration of comments relating to
stendard to determine when injuries adverse event reporting submittedln
gqused by devicea must bo reported to response to the Novem'ber Z6,7gSt,
FDA: A manufactursr, importor, or us€r teniative final rule.
facility ic rpquired to repo:rt a device- Under the provisions of this final rule
related. adverse event to FDA when that become effective bv ooeration of
information reasonably suggests that a law, distributors, other-thin importers,
devics " I r "Jnay have caussd or are required to submit I report to FDA,
contributed to r r i death or r " and a copy of such report to the
serious iniury." manufacturer, containing tho

Section'S(d) of the 1992 amendments lnformation required byiew S 804,28,
aiso aciopts a singje definition for the as soon as praciicable, but not later than
types of injuiies that manufacturers, 10 working days aftei.Jre distiibutor
importers, distributors, _and user becomes awar6 of information from any
facilities must report, This definition source, that reasonebly suggests that
ruquires roporting of an injury that ie there is a probability that C device
life threatening, results in permanent marketed by the disiributor has caused
impalrment of a body function or or contribuied to a death, serious
permanent damage_to a body structure, illness, or serious iniury, Distributors,
or nscossitates modical or surgical other than importers, must also submit
intervention to preclude permanent r€ports to the manufacturer containing
impairment of a body function or th-e information required by new
pgrmanent damage-to a body-structure, S 804.28, as soon ai practiiablo, but not
This dofinition differs from the previous later than 10 workin! days after the
statutory definition of "serious injury" distributor becomes arvare of
that is applied to device usor facilities information, from any 6ource, that one
in that it doletes the requirement that an of the devices markeieci by tho
injury must require immodiate distributor has malfunctioned and such
intervention to preclude permanent information reasonably suggests there is
impairmont or damage in order to a probability that the devidJ or any
qqglify as a reportable-iniury. - other devic6 marketed by the distributor

The offective date of tho amendments would cause a death, seiious illness, or
made by soctron !(a) of the 1992 - serious injury, if the malfunction were
amondmsnts is sither 1 year from the to recur,
dato of ths enactment of the 1992 Distributors that are imoorters are
amendments, or on tho offective date of subject to a slightly differ6nt standard as
the FDA regulations implementing such required by the fS-SZ amendments,
amendments. whichever occurs first. Sp-ecifically, en importer must submit a
Because FDA has not issued regulations re-port to f'ba, andi copy of such report
implomenting th-e-1992 amendnrents, to the manufacturer, con[air,ing the
the provisions ofthe 1992 amendments information required by new $bon.za,
became effectiv^e by operation of law on as soon as praciicable, but no{ later than
fune 16, 1993. S€o section 5(b) of the 10 worktnf days after tho importer
1992 amondmenir. , becomes awar6 of informatioir from any

FDA ls lssuing this rule and notifying source that one of the devices marketef,
the public p_u5su:gt to_the directive of by the importer may have caused or
section 3(cX2) of the SMDA that contributed to a deith or serious injury.
distributor advorse event reporting Importers aro also required to submit 

-

!^glirements proposad. in lhe November reports to the manufacturer containing
26, 1991, tentative final rule aFe now the information required under new
final. This final rule leflscts cortain S 804.28 as soon as practicable but not
changos from thc No'rsmber 26, 1991, later than 10 workirie days after the
tentative final rule that conform to the importer becomes adare'of information,
19gZ amsndments that became effective froin any source, that reasonably
onfune 16,1993. In addition, FDA is sussestd, that one ofits marketed
issulng this final rule, based on deiices has malfunaioned and such
consideratlon of comments received in devics or a similar device marketed bv
nosponso to the tentative final rule, the importer would be likely to ""uso'or
requiriqg distributors to-register thelr to conGibute to a doath or sorious iniury
establishments and list their devices. if the malfunction were to recur.



- The agency is aware that many
disiributors have limiieti capabilities io
conduct followup investigatlons or
failure analyses,-or both, It is also
unlikely that dovice user facilities are
accustomed to 1:roviding patient or
adverse device e:iperience followup
information to distyibutors.
Consequentiy, a distributor's role in the
MDR process is one of an lntermediary
who f6rwards data from user facilities,
or any other soruc6, to FDA and the
manufacturer. Distributors are not
required tti investigate the cause of
adverse device events; rather, they are
required to assess whether or not a
reportable event has occuned. This
responsibility j -;cludes review and
verification of d$ta that they receive and
suppiying illiormetion rhei is..^rithin e
distributor's control to FDA or the
manufacturerr, or both.

On fune 3, 1993, FDA announced the
availability of a new form for adverse
€vont r€ports from manufaclurers, user
facilities, and distributors in the ltderal
Register (58 FR 31596). This single form
replaces certain eilsting reporting forms
and is to be used for reporting adverse
events and product problems"with
devices as well  as medications and
other products regulated by the agency.
This form will be requir€d on the date
that the final rule. baied on commonts
io ir\e llcve:::ber 26, 1991, t€ntative
final rule, for user facility,
manufacturer, and distributor reporting
requ;,timents becomss effective, or
November 30, 1993, whichever occurs
later. In the meantimo, distributors are
encouraged to submit reports on these
forms. Theso forms may be obtained
hom the Division of Small
Manufacturers Assistance, (HFZ-22O1,
Center for Devices and Radiological
Health, 8600 Fishers Lane, Rockville,
iviD 20857. Buih cupies oi iiru form msy
be obtained Fom the ConscliCated
Forms and Publications Distribution
Center, Washington Commerce Center,
3222 Hubbard Rd., Landover, MD
20785.

The final rule also reouires that
distributors cortify annrially to FDA
either tho numbsr of MDR'o during the
previous annual reporting period, or
that the distributor did not receive anv
reportable ev-ents during this period. 

'

Annual certification will follow the
same schedule as registration.
Distributors must also establish files of
informstion related to MDR's and retain
the files for 2 years from the date the
report or information was submittod to
FDA orthe manufacturer or for e poriod
of time equivalent to the design and
expected life of the device, whichever is
longer

In order to implement the new
adverse event reporting requirements,
FDA is now issuing a final rule, based
on comments on the tentative final rule,
roquiring distributors to registor arrd list.
The tentative final rule proposed
revising current S 807,22(c) to requiro
distributors wbo initiate or dovelop
specifications tor a device and
distributors who repackage or relabel a
device to submit a listing'form and
maintain an historical file (g 407.2216111;
and (cX2)). Such persons, however, are
already required to list under currsnt
S 807.20(a) and (c). Therefore, in the
final regulation, FDA is deleting
proposed registration and listing
requirements in S 807.22(cXr) and (cXz)
for persons who initiate or develop
di;vice spacifica'.ions or who iepackage
or relabel because these requiniments"
worrld be duplicstlr'e of the erdstlng
requirements under cunent g 807.20(a)
and (c). Accordingly, because such
psrsons are already required to list, the
new listing requirsments for distributors
add new requirements only for persons
who do not initiate or dovelop tho
specifications for the device or
repackage or relabel the device.
Although these distributors aro not
required to submit a lisUng form, they
must submit, for each device, listing
information including the namo and
address ofthe manufacturer. Such
distributors shall also be prepared to
submit, when requested by FDA, the
proprietary name, if any, and the
common or usual namo of each device
for which they are distributors. The
final regulations states that certain
entities that manufacture devices
according to anotber parties
specifications or that stvj!'iiize devices
are oxempt hom registration and listing
reouirements,

FDA received several comments
relating to the distributor registration
and listing requirements proposed in
the tentative final rule. They are
summarized below:

A, S 807.3(d--Definitions
1. Some comments stated that

clarification was needed for the
differonce between manufacturers and
distributors.

A distributor, as defined in S 807.3(g),
is any person who furthers the
marketing of a device, but does not
repackago, or otherwiso change the
container, wrapper, or labeling of the
device package. A manufacturer
includes any person who repackeges or
otherwise changes the container,
wrBpper, or laboling ofa device in
furtherance of the distribution of the
device. To the extent that manufacturers
are also engaged in the distribution

process, they art, only required to report
as manufacturers.

B. S 807.20-Who Must Begister and
Submit a Device List

2. Two commonts arsued tbat FDA
does ilot have authorit! to require
distributors to reqister and list.

FDA dees nat igree wirh rlese
comments, The plain language of the act
provides FDA with explicit authority to
roquire distributors to register and list,
Section 510(c) ofthe act states that:

"[elvery person upon first engaging in the
manufacturo, preparatiotr, prop a4otion,
compounding, or processing of' ' ' a devico
or devices in any establishment which he
owns or oporates in any State shall
immodiately registei with the Secretary his
name, place ofbusiness, and such
estab!ishrnoo!."
(Emphasis added).

Tiis ianguage makes it clear that FDA
has authority to require distributors to
register because they are engaged in Lbe" propagation" of devices. Although'neither 

the statute nor the legislative
history define the term "propagatiou,"

this term is defined in Webster's Ninth
New Collegiate Dictionary as "the

spreading of something abroad or into
new regions." (Merriam Co, 1990).
Certainly, p€rsons who distribute
medical deyices in interstate commerce
are "spreading t " something " t

into new regiorrs" and, therefore, are
psrsons who propagate medical devices'
within ths meaning of the statuts.
Moreover, the ianguage of section 510(c)
of the act demonstrates that Congress
intended to provide FDA with broad
authority to require persons who are
ongaged in a wide range of actitities
with respect to medical devices to
register their devices. Accordingly,
Congress not only authorized FDA to
require persons to register who aro
engaged in ihc iiianufaeiure of devices,
but also authorized FDA to require
persons to register who are engaged in
the "preparation, propagation,
compounding, or processing" of
medical devices. These words taken
together, or individually, provide FDA
with authority to require registration of
any person who is involved with the
distribution of medical devices.

The statute also provides clear
authority to require distributors to list
their devices. FDA's authority to require
distributors to list derives directlv from
the agency's authority to require 

-

distributors to register. Specifi cally,
section 510(iX1) ofthe act requires that
"[elvory person who registers under
subsection (b), (c), or (d) shall, at the
time of registration under any such
subsection, file with &o Secretar-y a list
ofall t t' devices * i t which are being
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manufrc{ured, prepared, propagated,
compounded, or procassad by hlm for
commerrial dintribution, " Accordiugly,
becauso FDA has authority to require 

-

distributors, aE propagators of devicos,
to ro6lstr, FDA slso haa authorily to
require dlgtributorr to llst thelr d:vices
pursuant to roctlon 510{iX1} ofthe ac{.

3. Ono commsnt siatod that
diilributor listing Information is
du-pl lcative of manu factursr listing
infmmadon and that lhareforo,
distributsrs should not be required to
ostabllsh corilly procedurss to obtain
and provlde llrting Informalion. One
commsnt augger(ed that distributors of
devlcoa bo oxempted from the
regirtration and lirtlng rsquiromente.
Another comment rullested thol
disi,-i"iiiurr of doiricsifu devicss b€
oxompt form rogisterlng.

F'DA docs not agrw with ths
commont! that roquir'-" distributors to
list providec tnforin' . lhat duplicates
manuhclurer lieti -g inl,.. mation-nor
doee FIIA egree that dist.ibutorg in
gonoral or dirtributora of domestic
davicar rhould be exempt from theee
reguiremelte. Qltnlning lirtin!
informatlon from toth manufactursrs
and distdbuton rllowa FDA to have an
accurate uptedale lnventory of medical
'leyicse th;t ir necassary to iirplement
lhe agoncy'r rogulatory and enforcsment
authorlde. f,lanufacturer listin g
lnfqrrado alone does not provide FDA
with lnfqmatlon about who dlstributes
prodrrta l)lgtributor roclstntion and
listlrry tnfcmatlon lr necessary because
it will provide additlonal Informrtion
that will help FDA ln enforcement of
distrlb'utc modical devico reporting
requ_lroEsDt+ tnd tn lmplementing
pmduct rolh and notihcationr under
roctlon 518 ofthe act. Accordtngly, the
final rule rcoulrcc dirtributorg to 

'

pmvidc rcgietration end listing
rnlonnallon.

4, Two commenta reauested thnt
multlgite disil{butors bi allowed rhe
optlon of decantraltzed regietration,
Anolhai cornms-ni rtatod thai multisite
dlstributors rhould be allowed ths
optlon to choca whlch location would
be the reporilng laation and FDA
contact locadon for purposos of FDA
registration and reporting,

FDA agreee thst multlsiio distributors
ehould have the opUon of registering
only I conhl location or each locatlon.
Under ths final ragulatlon, a multislte
distributor who choosos to file
registratlon for only one csntral
location, muet rogiater only the primary
or prlncipal placa ofbusinoss
establishment located in the United
States whors the MDR complaint liles
are mnintained.

C, S 8O7.2r-Times for Eslablishment
Be gi s/.rat i o n an d Dcvi e Li st i n g

5. One commont resuosted
clarification as lo wheh the distributor
regishation requiremont is effectivs.

On Iune 15, 1992, FDA issued a letter
notifying disbibutors that registration
roquirementr were effoclive on July lS,
1S92. FDA has raconsidered thig
position and is extending the deadline
for submission of registration
mquirements to October 1, l9{t3,
Dislrlbutors will also be roqutred to list
thoir devicss es of October l, 1993.
D. $807.22-How ondWhere to Rqister
and Ust

6. Ono comment suggested that thls
ssction be revised, so that ther€ ie o
diatinctioo bohroon a repeckegar end o
distributor.

The agoncy disagrtos that this smtion
should bs modified because the
dofinitlon doss make a distinaion
betwosn distributors aud mpackagors.
Under the definition anv person *ho
changec the pectage or laht is not a
distributor, Repaclagors or relabslers
are considered manufactursn, and thev
must rogisior and list as zuch,
E. $ N)7.63-Exemptions for Device
Eslablishmenls 

-

7, Two commonts askod whethsr
dental supply slores rnust rsgistsr.

Undor ssction 807.6s(o) dental supplv
storss thst dispenes or sell devlces iit' 

-

tho rogular courso of business at the
retail lm,el am oxsmpt from iegistretion
r9quir€monts.

tho codifid text bolow contains only
those adwno event reporting
rtquiromonte hom the Novomb,er 26,
t991, tentatlve ffnal rule, as amended by
the 1992 amendmenls, which applv to 

'

distributors, since only the distiibritor
ropoii!ng roquiramriris huv s bscome
final, Incorporation of the distributor
requiromentr from the tontative final
nrlo into pafl 803 as it is currontly
writtsn ls not foasible bocause of
organizetional cbanges in the texl.
Theroforo, the djstributor reportinr
nequirrmonts aro being codihed
separately at thie time in new 2t Cf'R
part 80,1. When the final rule is
published in its ontiroty, the didributor
requiremsn-ts will be rumovod hom port
804, and all of ths reporting
rpquirsmenta for manufacturors, device
user facilitiss ond distributors,
incqt_1ng importors, will bs meryed into
2r CFR parr 803.

III. Poporrrort Reduction Aci oft980
The recordkesping ond reporting

rsquiremento for medical device
distributors, lncluding importers, werc
submitted to the Offic-e of'Managemont

and Budget (OMB) icr revlu,r s9 parf of
the tentative flnal rule that was
publishad in the Foderrl Regirter of
Novemb€r 26, 1991, tlrat proposod the
advsrss evont ruporting requiremontc for
manufactursrs, distributors and ussr
facilities. These mcordkeeping and
rsporting requirements have boen
approved by OllB under control
number 0910--0059 "Modical Dovicso:
Medical Elevice Reporting, Usor Facility
Reporting, Dietributor Reporting,
Manufacturer Reporting, C,ertifi cation,
Registration," and aro in conformonce
with tho Paporwork Rsduction Act of
1980 (44 U.S.C, ch. 3s),

OMB has also appmved the new
o^dvsrse ovont roporiing form for use by
distribu?ois, as wull ds usar iaciiiiies
and manuiaciursrs undsr coniroi
numl-.er 0-o t O-{29 1 "MedWatch: FDA's
Medical Products Reporting Program."
The availability of the form was
announced by tho agency in the Federal
Rogirtor of luno 3, 1993 (s8 FR 31sS6),
and the form is in conformance with the
requiremonts of tho Poporwork
Reducrlon Acr of 19s0i44 u.s.c. ch.
35).
lV. Environmental Impacl

Tho agoncy has dstormined undor 21
CFR 25.24(aX8) that this action is of a
type that does not individual ly or
c.umulatively have n significant effecl or
th€ human snvironmsnt. Therofore.
neithsr an envitonrnontal ossossment
nor an environmentol impacl statement
is required.

V. F*onomic Impact

ln noniunction with the ogencv'o
issuancs of tho tentative finil ruie
proposing to requiro dovics ussr
facilities and distributors, including
importais, io;iibnrii reports of cu,tiin
adv€rs€ Bvsnts to FDA and to
manufactursrs (s6 FR 60024, November
26, 1991), FDA placed on f i le at rhe
Dockots Management Branch a copy of
the agancy's tlireshold osserr*oni of the
oconornic effects of this rule.FDA hoe
carefully sxamined tho economic
impacl of thit u",ion in accordanco with
the rsquirsments of Executive Order
12291, and the Regulatory Flexibility Act
(Pub. L. 9ts-3s{). Tho agincy concludes
that the rule is not a *a'ior tile "s
defined in Executivo Order 12291.
Further, tho agoncy csrtifies tbat the
rule will not hav6 a significant
oconomic inrpact on a substanlial
numbsr of smell entitios, as dofined in
the Regulatory Flexibility Act, A copy of
tno documant supporting thie
deterrnination is on file at ,fie Doclcete
Managomont Brench (address above)
snd may be seen in that ollice betwoen
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I a.m. and 4 p.m., Monday through
Friday.

List ofSubiects

21 CFR Part 804
Imnorts, Medical devices, Reporting

and -'.;cordkeeping requirements.

21 CFF. Poi 807
Confi dential business information,

Medical devices, Roporting and
recordkeeping requiroments.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, new part 804 is
added and part 807 is amended as
follows:

1. l-Jew part 804 is added to read as
follows:

PART 804_MEDICAL DEVICE
DISTRIBUTOR REPORNNG

Subparl A--General Provlolonr
Soc.
80{.1 Scops,
804.3 Dofinitlons,
804.9 Public availability of reports.

Subpart S-fieporta 8nd Rccordr

B04.25 Rsports by distributors,
804.27 Where to submit a roport,
804.28 Roporting form.
804.30 Annual cortification.
804.31 Additional rrquirements.
804.32 Supplemental information,
80{.33 Altornativo lopoilin8 r€quiromonts.
804.34 Written MDR procedures.
804.35 Fi les.

Authority: Secs, 502, 510, 519, 52O, 7O7,
704 of the Federal Food, Drug, and Cosmetic
Act  (21 U.S.C. 352,  360,  360i ,  360i ,  s77,374).

Subpart A-General Provlslons

58&l.l Scop..
(a) FDA is requiring medical dsvice

distributors to report deaths, serious
illnesses, and serious injuries that aro
attributod to medical devices.
Distributors are also required to report
certain device malftrnctions and to
subrnlt a roport to FDA annuallv
certifying the number of medical device
repons filed during the preceding year,
or that no reports were filed, These
reports enable FDA to protect the public
health by helping to €nsuro that devices
are not adulterated or misbranded and
are otherwiso safe and offective for their
intended use. In addition, device
distributors are roquired to establish and
maintain complaint files or incident
files as described in 5 804.35, and to
permit any authorized FDA employee at
all reasonable times to have access to,
and to copy and verify, the records
contained in this file. This part
supplements, and does notiupersede,

other provisions of this subchapter,
including the provisions of pert 820 of
this chapter.

ft) Relerencus in this part to
regulatory sectons of the Gode of
Federel Regulations are to chapter I of
title 21, unless otherwise noted.

S804.3 D,allnltlone.
(a) Act means the Federal Food, Drug,

and Cosmetic Act.
(b) and (c) lReservedl
(d) Distributor means any p€rson,

including any person who imports a
device into the United States, who
furtherc the markoting of a device from
the ortginal place of menufacturs to the
porson who makes final dellvery or sale
to the ultimate usor but who does not
repackage or otherwise c.hange the
coniainei,'*Tapp6r, or lobolirng of the
devlce or dovice package. One who
repackages or otherwise changes the
container, wrappor, or labeling, is a
manufacturur under S 804.3(k).

(e) Djstribufor Reporl Number means
tho number that uniquoiy identifies
each report submitted by a distributor,
Distributors who rBceive or submit
reports shall use their seven digit FDA
registration number, calendar year that
the report is received,.and a sequence
number. For example, the complete
number will 6pp€ar as followsl
1234567-1991{001. Distributor report
numbers shall also be required on lbA
form 3500A.

6 FDA means the Food and Drug
Administration.

(g) [Reservedl
(hl Incident liles are those files

conta!ning documents or other
information, which are lelatsd to
adverse events that may have been
caused bv a device.

(i) Inftirmotion that rcosonably
suggests that there is a prcbability that
a device has caused or contributed to a
death or serious iniury or serious illness
means information, including
professional, scientific, or medical facts,
obsorvations, or opinions, which would
cause a reasonable porson to belie're that
a device caus€d or contributod to a
death, serious iniurv, or serious illness.

(j) Malfunctioi m-eans the failure of a
device to meet any of its performanco
specifications or otherwise to perform as
intended. Performance specifications
include all claims made in tho labeling
for the device. The intended
peiformanco of a device refors to the
obiectivs intont of ihe persons legally
responsible for the labeling of the
device. The intont is determined by
such persons'expressions or may be
shown bv the circumstances
sunounding the distribution of the
device. This objective intent may, for

examplo, be shown by labeling clalms,
advertising [rutt€r, or oral or written
statements by euch persons or iheir
reprosontatives, It also may be shown by
the circumstances that the devica is,
with the knowledge of such persons or
lheir representativss, offered and used
to perform a function for which it is
-^ i . | " ^ r  l ^L^ l^ l  6^ i  6 ,1"6J i . . .1

(kl Mdnufac'tur€rmeans any person
who manufacturgs, proparras,
propagat€s, compounds, assembles, or
proc€sses a device chemically,
physically, biologically, or by other
procedurea The term includes any
Derson who:' 

(1) Repaekages or otherwise changes
ths container, wrapper, or labeling ofa
devic€ in furtheranc€ of the distribution
ofthe devic€ from the original place of
maluiaciirg, io ir\e peison who makes
final delivery or salo to the ultimate user
or consumer;

(2) Initiates specifications for devices
that are manufactur€d by a second party
for subsequent distribuUon by the
person initiatinc the specifications; or' 

(3) Manufec{ulrcs co-mponents or
accessories which are devices that are
ready to be used and ar€ intended to bo
commercially distributed and are
intended to be used as is, or sro
processed by a licensed practitioner or
other qualified porson to meet the needs
of a particular Dati€nt.

(lfMDfl meairs medical device report,
(ml MDR reportable event means:
(f ) The event for which a distributor,

other than an importer, required to
report under this part has r€ceived or
become aware of information that
reasonably suggests that there is a
probability that a devlce has caused or
contributed to a death, serious illness,
or serious iniury; or

(2) The ev6nf for wirich an importer
required to report under this part has
received or becomo aware cf
information that reasonably suggests
rhat a device may have caused or
contributed to a death or serious iniury'l
or

(3) A malfunction, for which a
distributor, othor thal au importer,
required to report under this part has
received or become awaro of
information that reasonably sugg€sts
that there is a probability that the
device, if the malfunction were to r€cur,
would be likely to causs or contribute
to a death, serious illness, or serious
iniurv: or

1+) R malfunction, for which an
importer required to report under this
part has received or become aware of
information that reasonably suggests
that a device has malfirnctioned and
that such device or a similar derrice
would be likely to cause or contribute
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to a death or serious iniury ifthe
malfunction wors to r6cur.

(n) thmueh (p) lRsserrrsdl
lql Pernaneit means nonrBversible

impairment or damaqe,
(rl htbobility, prohable, or probably

m6ans, fc,r purposee of this section, that
a pereon would havs r€ason to believo,
based upon an anaiysis oi the event and
device. that the dwics has caused or
contributsd to nn adverse event. This
tsrm doso nol eignify atetiotical
orobabilitv.' 

(s) A remedjol action is any recall,
ropair, modifi cation, adiustment,
rolabeling, dsstruction, inspec,tion,
pationt monitoring, notification, or any
othsr riion relating to a devioc that is
initiated by a distributor, in rorponso to
information that it rscoivao or otherwlse
becomeg awara of, that reasonabiv
suggosts that one of ita markstod ievices
has caussd or contributed to an MDR
reooriable event,

It) Serious illnais means en event thet:
(r) le life threateninn;
(2) Renrlts lo psnnaient lmpairment

of a_ bodyirnction or permanent damage
to the body structurs; or

(3) Nocossitatos immediate medicol or
surgical lntervention to preclude
permanent lmpairmont of a body
function or pormansnt damage to a body
structure.

(u) Senorrs iniury means an event lhat:
(t) b life thrsitshinr;
(2) Rorults in pernoaient impairmont

of a body funAion or permanent damage
to a body ltructur€, or

(3) Nscecsitator medical or surgical
intervention to prcludo p€rmanent
impairrrmt of a body functlon or
pornanrnt damago to a body struclure.- 

(v) IResorvedl 
"

(w) Wor& doymeor" Monday througb
Friday excluding Pederal holidays.
Foderal holidays include New Year's
Day, Martin Luther King lr.'t Birthday.
Prssidents' Day, Memorial fhy.
lndepondence Day, Labor Day.
Columbul Day, Veterana f,lay.
Thanksrivinc Dav, and Christmas Dav.

(x) Aiy te;tr di,finod in soction zOi of
the act ahall have the same definition
unless otberwlse defined in this part,

180'1.9 Publlc rvllllblntyot..port!,
(a) Any roport, including any FDA

record of a telophone report, submitted
undor this part is available for public
disclosure in accordance with part ZO of
this chaptsr.

(b) Bolore public disdosure of a
report, FDA wili delete from tho report:

lf ) Rny informotion thai constitrites
trade secret or confidential commercial
or financial information under S 20.61 of
this chapter; and

(2) Ady personnol. medical, and
similer information, including the serial

numbers of implanted devices, which
woul, constitute a clearly unwarranted
invasion of personal privacy under
S 20.63 of this chaptor; provided, that,
except for the information undor $ 20.61
of this chapter, FDA ,,yill disclose to a
patient who requests a report all the
information in the report conceming
that patient.

Subpart B-Reporle and Recordr

38{t1:5 n portr by dlrtrtbutorr.
(aXr) A distributor, othar than an

importer, shall eubmit to FDA a report,
and a copy of zuch report to the
manufacturer, containing the
information required by $ 804.28 on
FDA brm 35fi)A as soon as practicable,
but not later than 10 working days after
. L -  l ! - . - ! L - . . - -  - - - - ! . . ^ -  ^ -  - . L ^ - ^ . : - -u r o  u l s u r u u t u l  t w E l v 9 r  u t  u u r u l w r s

becomes awars of lrrformation hom anv
sounca, including user facilities,
individuals, or medical or ecientific
literature, what-bsr published or
unpublished, ihat reasonably suggosts
that there is a pmbability that a device
marleted by the distributor has caused
or contributed to a dsath, ssdous
illness, or serious iniurv,

(2) An tmportsr elialfaubmit to FDA
I roporl, and a copy of such report to the
manufaciurer, contalnlng the
informatlon rcquired by SE(X.28 on
FDA brm 35fi1A as soon as practicable,
but not later than 10 worklng daye after
the importer receives or otherwise
becomes aware of lnformation from any
sourc€, including user facilitios,
individuals, or modical or sciontific
literature, whether published or
unpublished, that reasonably suggests
that one of its marketed dsvices mav
havo causod or contributod to e dea-th or
serious iniurv.

OX1) A'di;tributor, other than an
importer, shall submit to lhe
manufactursr a report contalnlng
information required by g 80{.28 on
FDA form 3500A, &s soon as practicablo,
but not later than 10 workingdays after
the distributor receives or otherwiss
bgcrrtres awaro of iniormation hom anv
sourcs, including user facilitios,
indirriduals, or through ths distributor's
orvn research, testing, ovaluation,
servicing, or maintsnancs of ono of its
dovices, that orro oftho devicss
marketod by the distributor has
mnlfunctioned and such information
reasonably sugg€sts that thero is a
probability that the dovice or any other
dsvice marketed by the distributor
n'ould cause a deoth, serious illness, or
serious injury, if the malfunciion wer€
to recur.

{2) An importsr shall submit to ths
manufacturer I roport containing
ilformetion required by $ 80a.28 on

FDA form 3500A, rs soon as practicable,
but not later than 10 working days after
the importer receives or otherwiss
becomes aware of information from any
sourc€, including user facilities,
individuals, or through the distributor's
own resoarch, testing, evaluation,
servic!nq. or rnl intenqnca ofone ofi ts
devices, that ono oftho devices
markotod by tho importer has
malfunctionod and that such device or
a similar device markoted bv the
importer wculd bo likely to cause or
contribute to a death or serious iniury if
the malfunction were to rgcur.

S8{14.27 Wh€rc to Bubmltr.eport
(a) Any telephone report required

undor this part shall be provided to
341427-750A.

Co) Any iacsimiie report required
undor this part shall be provided to
301-8814670,

(c)'Any written roport or additional
information roquirod under tiris part
shall be submitted to:

Food and Drug Administration.
Centor for Devices and Radiological tlealth.
Distributor Rcport.
I ' .O. Box 3002,
Rockville, MD 208{7-3002.

9804,28 Raportlng form.
(a) Each distributor that submits a

report on an MDR reportable event shall
complete and submit tho applicable
portions of FDA form 3500A in eo far as
the information is known or should bs
known to tho distributor. and submit it
to FDA, and to the manufacturer as
roquired bv $ 804.25.

(L) Each distributor shall submit the
information requested on FDA form
350JA, includins:

(1) Identificati6n of the source of the
report.

li) fype ofsource that reported the
event to thedistributor (e.g., lay usor
orvnori lay usor lossee, hospital, nursing
homo, outpatient diagnostic facility,
outpstiont tr€atmont facility, ambulatory
surgical facility);

(ii) Distributoi report number;
( i i i )  Namo, addreis, and telephone

number of the rsDortinq distributor and
the source that niported the event to the
distributon and

(iv) Name of the manufacturer of the
devics,

(2) Date information.
(i) The date of the occurrence of the

event;
(ii) The date the source that reported

tho event to the distributor becarire
arvare of tho ovent;

(iii) The date the event was reported
to the manufocturer and./or FDA; and

(iv) The date of t}ris report.
(3) The type of MDR niportable evenr,

e.9., death, serious illness, serious



injury, or malfunction, end-wL€iher an s 8r ? 21 of this.hepter. ltis date willim-minent hazsrd wee involved; io'. ,. ,:e pcriod enhing i -ontnir.fore
{4) Padent information ilcluding age, the mondof the."f*flrf"a I"t" "f

:t!f,eq:to, and ruodicat Eratus- 
- 

mailing as inaicatea in S ioiiii"l. rt "lmmsdlatery prior to the event and after report will contoin the following
the event; iniormation:
- (s)Deqic€ information induding (a) The name, addrBss, telephone
brand.and labeled name, genericri6me. ""riu"t, *a-ipe-ilr-ri-u#ii-u",
model number or catalog humber or of the aisti[ulo;l 

--"----

oiher identifying numbera eerial (b) A statemeni cortifvinc that:
1umbgr,or.lo!.nynbor,pqcbapdatq, (t)Ttedistriburorlisied"inparagraph
expected sheulife/expiratim date (if (a) ofthis soction hae filed repbrtsirrrie,
gPPlic?b-lc), whdhor the devicc was this section durinr the previdue lZ-
labeled.br singLe'ls-e,-and da[o of month period ana au lbR reporiable
imPlqlll (rl app[cabl€r; evonts have been submitted to FDA and/

[6J Maintonance/sorvice inforuration or to the appropriato manufacturer. The
data including the last date of service reporr wili ilso'it auili-tilCnirrt r orpsnolm€d e,n thc d€vict, whors service death, serious iniury or serious illness
was performed, whether sorvico reports that werd sui;itt"a to pila, qna
documentation is available, and thl number rt-arru"al.o t"ports that
whe^ulrei ser-vice wa; in accodanco wi.Ji weia submiited 6;;;f-;S;-;; ",
the-service schedule; (2) Tbe aistriuutor usied ir p-"i"etplt(7) whether the device is available for (a) of this seciion aia noi ruceive any
e.valuation and, if not, the disposition of reportable eventc Jurins tfr. prluiou,
the device; 12-month perioa, 

-----o --- r---

IPJ,?g:ltlqn -of lhe evenr. (c) The ,ii.e, "aa.ess, ritle. retephono
, (i) Who was-operating or using the number, and eimature of the indiv:idualqevlco whon the €v8ntoccurr€q; making the cqtificaton for the firm,(ii) Whether tbe dovics was being This pErson mu$ be;;;;;;;;tdlo - -

used as labeled or as othenvise 
- 

p".ro'n aurig;ui;e by-tilf;;:"-
intended;

(iii) The location of the event; 5804.31 Addltbnd nqukcrnontr.
(iv) Whethcr theto was multi-patieut Roqueste for additional information. If

involvement, and if so, how maiv FDA ae{ormiDea that the protec{ion of
patients- were involved; 

- 
the public health raquirg; information

(v) A list of any other devices wbose in addition to that inlduded in the
performance may have contributed to medical device roports submitted to
tho evont and thoir manufocturers, and FDA under this pu.r, the distributor
the.results of any analysis or ovaluation shall, upon FDA^'' r€quest, eubmit euch
with respect to- such device (or a additional i'lforuatiu. Any raquest by
statement of why no analysls or FDA under t[ls sectlon shail st"te Ge-
st'alueUar was perforaed); aad rsaeon 6! ptupoes for whiah lhs

(vi) A comple-te doscripiion of tho informati6n i3 beins r€quested. and
event including, but notlimited to, what specify a due date f6r tlie submission of
hnppened, how the devico was such information.

i:l,""Yl*rTn*X,"**,9:'"1"*i. 5 s04.32 supp|cmrnr'r I nrormauon.
and any enviroimental conditions that (a) Only one MDR is roquired under
may have influenced the event, thia part if the dishibutor bscom€s

(s) The results ofanv analvsis ofthe aware' from more than one source, cf
doviqq and the event. tncluding: information concerning the same patient

(i) The method of evaluation-or an and the samo evont,
explanation of why no evaluetion was ft) An lvDR that would otherwisg bo
necossary or possible; required under thia section is not

(ii) The resllis and conclusions of the required by tbe distributor il
evalualion: (1) The distributor detormines that tho

(iii) The corJective sctions taken: and information roceived is eroneous in
(iv) The degree of cettainty t!_rat a death, serious injury, serious

concerning whether the device caused illness, or the rnalfuncfioi did not
or contributed to the reported evsnt: (rccur; or

(10) The name, title, iaares$. (2) The distributor determines that the
telephone number, and signaturo of the information received ig ononoouS ir
person who prepared the report. that the device that is the subiect of the

80i.30 Annuarceruncrron.' l'ilitrili::ifii#ff9}T#nffiH:'
.. Distributors H\*d.!o report under to FDA eny_repoft that tr "r.onro,r[-
thie section shall submit a certification sent to the disiributor, with a cover
report-to FIIA by tha date designated for letter oxplaining that ihe product in
annual registration fsl rha firm in question is uot aistribut€a by that firm.

(c) A report or illormation submiusd
by a distributor rrnder this part (and eny
ylease by FDA of that repoit or
information) does not neiessarily reflect
a conclusion by tho paily submiiting the
report or by fOa thet thl r€port or
information constitutes an aimission
that tle device, rle establishnent
s-ubmilting the_report, or employues
thereof, caused or contributed to a
death, serious iniury, sarious illness, or
malfunction, A disfibutor leed not
admit, and may deny, that the renort m
information submittld under this sart
constitutes an admission that the 

'

devics, the party submitting the report,
or employees thercof, causd or
contributed to a death or serious iniury,
serious illness, or malfunction,

!a:,33 Aiirrnriir,. r+oning
toqulttnatrtt.

(a) Distributors may request
exemptions from any orail of the
reporting ruquirem€Dts in this part.
Thesa rcqr.crts ars requirod to bo in
wriUng and to include both the
infurmatioa necessary to identify the
firm and devico and in explanation why
tho requost is iuctiffed.

(b) FDA may grant I distributor, in
writing. en exomption from any or all of
tls-r€porting rsquir€merl'rs in this pan
and nay chslge the frtquency of 

-

roporting to qugrtorly, eemiannually,
annually, or othor appmpriate time
pqriods, ln grantiug zuch exemptions,
FDA may impose other reporting
rflquire-mgtrts t0 gnrurB the protectien 0f
public healtb and cabty, FDA may also
irutborize ths use of slt6rngtive
rsportjng m6dia suc,h as magrotic t8p6
or disk, in lieu cf FIDA forms.

(c) FDA may revoke altemative
r-eporting op4ons, in writing, lf FDA
dot€rmineo that protection of the public
heatth iuslifies a rsturn to the
requirements as stated ln thie part.

Seoa,3i Wdfrn llDR pqc.dure&
Device distributors shall maintain and

implement written MDR procedures ia
tho following areas:

(a) Training and educaUon progrems
informing employees about oiligf,tions
undor this section, including how to
identify and report MDR rep-ortable
ev€ntst

ft) Internal systems that pmvide for
timely and effective identification,
comraunication, and evaluation of
events that may bo cubjoct to MDR
requirements, a standardized revierv
pmcess/procedure for 4otermin ing
when an event meets the criteria for
reporting under thie part, and tim€ly
transmission of comple..o MDR's to FDA
and,/or manu facturort; aad
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(c) Documontation end recordkeeping
tequiremonts fon

(i) Information that may be the
subject of an MDR;

(2) AU MDR's and information
submitted to FDA and manufactuiors;

(3) Infornntion that facilitates the
strbmission oi coriiiiusiion ruporis; sr�ld

(,1) Systams that €nguro access to
information that facilitates timely
followup and inspection by FDA.

160f.35 Flh|.
(a) A devica distributor shall establish

a device complalnt file in accordance
with $ 820.198 of lhle chapter and
maintain I mcond of any information,
including any writton or oral
communicauon, recoived by the
r l i c t # h r r f n r  n n n n a m i n o  o l l  o r r a n l c  l h a l

were consider€d for possibie reponing
under this part. Device incidont rucords
shall be pr6minently identified as such
and ghall be flled by device. The file
shall also contain a copy of any MDR
along wlth any additional tnformation
submitted to FDA under this part. A
distributor ehall maintain records that
document lhe submiesion of copi$ of
MDR'g to manufacturers.

(b).t device dlstrlbutor shall rstain
copies of the recorda required to be
maintained under thls section for a
period of a yearc from the date that the
report or additional information is
submitted to FDA under $ 80,1,25, or for
a period of tlme equivalent to the deslgn
and expecled life of the device,
whichcver is greater, even if the
disiributor has csased to distribute the
device that le the subject of the roport
or the additlonal lnformation.

(c) A devtce dlsirlbutor shall maintain
the device complaint files established
under lhis section at the distribtrtor's
principal businsss eslablishment. A
distributor that ls aleo a manufacturer
may maintain the file at tho same
location as the manufactursr maintaius
its complaint file under S$ 820.180 and
820.198 of this chapter, A device
distributor shall permit any auihorized
FDA employge, during all reasonable
times, to havg access to, and to copy and
verify, the records required by this part.

FART 8o7-ESTABUSHMEIIT
REGISTRANON AND DEVICE LISTING
FOR IIANUFACTUREBS AND
DISTRIBUTORS OF DEVICES

2. The authority citation for 21 CFR
pan 807 is revised to road as follows:

Aulhorltyr Secg. 301, 501, 502,510,513,
515,519, 520, 701, 7(X ofthe Fedsral Food,
Drug and C.osmstic Act (21 U.S.C. 331, 351,
352, 360, 360c, 36Os,360i, 3601, 377,3741.

3. Part 807 is amended by revising the
part heading to rsad as follows:

PAFT 8O?-ESTABUSHilENT
REGISTRANON AND DEVICE LISTING
FOR UAIIUFACTUREBS AND
OISTRIBUTORS OF DEVICES

4. Section 80?.3 is amended by
revising paragraphs (dxz) and (d, by
qmnnding oaragrapb (eXS) by removing
ihe word "and" eJter the semicolcn at
the end of the par,rgraph, by amending
paragraph (eX{) by removing the period
it the end ofthe paragraph and by
adding in ita place ";8nd", and by
adding new paregraph (eXs) to r€sd ss
followe:

lq!7,3 Ddlnlllom. 
.

( d ) r  I  r
, n l  h : - r J L . . . 3 ^ -  ^ a  l ^ - ^ ^ a : ^  ^ -
l&, prJuruurrvt t  v l  uutta9!( t9 vr

imported d€vicoe; or 
r

( e ) t  t '

(5) Tto annual certification of medical
oovice reporta requtred by $ 804.30 of
thia chapter or forwarding tho
certlficaUon form to the person
desigrated by tbe firm as responsible for
the certification.

tgt Dirt"ibutor-r*, any person who
furthers the muketing of a device from
the original place of manufacturs,
whether domestic or imported, to tho
person who makes final delivery or sale
io the ultimat€ consum€r or usor, but
does not repackage, or otherwise change
&s ssnlninel, wrapper, or labeling of
tho dovice or device package.
' 

s. s:"tto; soz.;o te lnonaa uy
ruvising paragraph (aXa) and by adding
new paragraphs (c) snd (d) to read as
followsl

f 307:c Who murt regtrts lnd rubtnlt t
cfcYlc. ll.t

( a ) " '

, 
(4) Distributors; 

r
(c) Distributors of domestic or

imported devices must register and
fulfill their listing obligations as
described in 5 807.22(c) of this part.
Distributorg with multiple sites may
gubmit one registration for all sitos or
subrnit a registration for each eite, If a
mulfisite distributor chooses to 6le one
registration, the registration must be
from the principal business
establishment which maintains the
MDR complaint files.

(d) Registration and listing
requirements shall not pertain to any
PUTSOn WnO:

(1) Manufaaurers devices for another
party who both initiated the

specifi cations and cor'; mercially
distributes the devics;

(z) Sterilizoa dovices on a contract
basis for other registered facilities who
commercialiy distribute the devices.
a t l l a

6. Section 807.21 is revised to read 8s
fsllows:

5807.2t Tlmcr lor crbbllshmcnt
aaglrt|rtion and dovlcr llrtlng.

(a) An owner or operator of :rn
establishmont who has not previously
entered into an operation defined in
S s07.20 shall register within 30 days
after entering into such an operation
and submit device listing information at
that time. An owner or operator of an
establishment shall update its
. ^ ^ i . r . a r i a n  i - f ^ ' m o r i n n  o - - " a l l r r  r e ' i t h i nr  u 6 r r u  q r ^ v r r

3tt rieys aftar receiving regisiraiion
forms from FDA. FDA will mail form
FDA-2891a to the owners or operators of
registered sstablishments according to o
scLedulo basod on tho first letter of the
name of tho own€r or operator. The
schedule is as follows:

Fir6t l€tier ol owner or
operalor narn9

A, S, C, D, E .............
F , G , H ,  l , J , K , L , M .
N, O, P, O, R .. . . . . , . . . .
s,  T,  u ,  v ,  w,x ,Y,z

Dato FDA will mail
lorme

March.
June.
August,
Novsmb€t.

(b) Owners or operators of all
registored establisbments shall update
their device listing information evory
funo and Decembor or, at their
disoetion, at the time the change
occurs.

7. Section BO7,22is amendedby
revisi,.g paragraphs (a) and (c) to reod as
follows:

3807.22 How lndwfierrto roglllot
csir'Diiiilm€nb and iiai dsvl*rr.

(a) The first registration of a device
establishmont sball be on form FIIA-
2891 (Initial Registration of Devico
Establishment). Forms are obtainable
upon request from the Center for
Dovices and Radiological Health (HFZ-
3a2), Food and Drug Administration,
1390 Piccard Dr., Rockvills, MD 20850,
or from the Food and Drug
Administration (FDA) district offfcss.
Subsequent annual rogistration shall be
accomplished on form FDA-28914
(Annual Registration of Device
Establishment), which will be furnished
bv FDA to ostablishments whoso
registration for that year rvas validated
under $ 807,35(a). The forms will be
mailod to the owuer or operators of all
ostablishmonts in accordance with the
schedule as described in $807.21(a).
The completed form shell be mailed to



Federal F-egister / Vo!. EB, No. 168 I Wednesday, 1, lgg3 / Rules and Regulations 4G523

the above-designated address within 30
days after r€ceipt from FDA.
t t * a l

(c) The listine oblisations of the
distributor are Jatisfi6d as follows:

(1) The distributor is not required to
submii a iorm FDA-2892 for tiose
devices for whici: such distributor did
not initiate or develop the specifications
for the dovice or repa'ckage ir rolabel ths
device. However, the dislributor shall
submit, for each device, the name and
addrsss of the rnanufacturer.
Distrlbutors shall also be prepared to
submit, when requosted by fbA, the
proprietary namo, if any, and the
common or usual name of each device
for which they are the distributors; and

(2) The dist-ributor sha!! rrpdate the
information required by paragraphs

(cX1) ofthis section at the intervals
specified in S 807.30.

8, Soction 807.25 is amended bv
revising paragaph (b) to read as follows:

S 807.25 Informallon r.quhcd or ?.querted
for cst8bllshm.nt rcgletratlon end dcvlcs
llltlng' 

r . i
(b) The ownar or operator shall

identify the dovics aitivities of the
establishment such as manufacturing,
repackeging, or distrib,uting devices.-

9. Section 807.65 is amonded by
rov-ising paragraph (e) and by rombving
Bncl r€serving paragraph (g) ..o readas
lollows:

S807.65 ExcmpUonofordevlce
eetablbhmentr.

(e) Pharmacies, r;.;rgical supply
outlots, or othsr similar retail
establishments making final delivory or
sale to the ultimato usir.'Ihis
ex_emption also applies to a pharmacy or
other similar retail establishment that
purclrases a device for subsequent
disilibiiiion -,inder iis o'ri,n nam6, o.g,,I
properly labeled health aid such as an
elastic bandage or crutch, indicating"distributed by" or "manufactured for"
followed by the name of the phermacy.
' 

ou,ul, ^r*r, r, ,nnt
Michael B. Taylar,

Deputy Commissioner for Policy,
[FR Doc. 93-21184 Filod 8-31-93; B:48 arnl
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